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DETAILED ACTION 
Claims 10, 11, and 22 are presented for examination. 

The Finality of the action, mailed April 29, 2009 is hereby withdrawn. 
Claims amendment filed on August 31 , 2009 has been entered into the present 
application. 

Applicant's Amendment filed August 31 , 2009 has been received and entered 
into the present application. Claims 10, 11, and 22 are pending and are herein 
examined on the merits. 

Applicant's arguments and remarks, filed August 31, 2009 have been fully 
considered. Rejections not reiterated from previous Office Actions are hereby 
withdrawn. The following rejections are either reiterated or newly applied. They 
constitute the complete set of rejections presently being applied to the instant 
application. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 
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Claims 10 and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
WO 03032968. 

WO 03032968 disclose the following formula (1): 



n expressing an integer of 1-12 among a formula, and/or a following formula (2): 



An antioxidant constituent for oxidant stress reduction which uses as an active 
principle coenzyme Q (see page 1 of translated document). 

WO 03032968 further teaches the antioxidation constituent which can reduce 
oxidant stress in the living body. The influence of the oxidant stress to hepatopathy, 
diabetes mellitus, and liver cirrhosis is known. The usefulness of the anti-oxidant 
considered to have the ability to cancel oxidant stress (see page 2, 1 st paragraph of 
translated document). 

Once liver cells are protected from damage by the anti-oxidant coenzyme Q it is 
inherent that GPT or GOT activities are reduced in blood. The opposite is also seen 
when there is damage to liver cells GPT or GOT activities in blood would increase. 



o 




o 



OH 
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Therefore, by introducing antioxidant to reduce the increase of GPT or GOT activity in 
blood is an inherent property. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 



Claims 10, 11, and 22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 03032968 and in view of Sokol (US Pat. No. 6069167). 
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WO 03032968 disclose the following formula (1): 



o 




(CH 2 CHC(CH3)CH 2 ) ft H 



O 



n expressing an integer of 1-12 among a formula, and/or a following formula (2): 



An antioxidant constituent for oxidant stress reduction which uses as an active 
principle coenzyme Q (see page 1 of translated document). 

WO 03032968 further teaches the antioxidation constituent which can reduce 
oxidant stress in the living body. The influence of the oxidant stress to hepatopathy, 
diabetes mellitus, and liver cirrhosis is known. The usefulness of the anti-oxidant 
considered to have the ability to cancel oxidant stress (see page 2, 1 st paragraph of 
translated document). 

Sokol provides formulations and methods for preventing and treating liver injury 
and fibrosis that occur in cholestatic liver disease and related liver diseases. This is 
done by administering a composition that includes selected antioxidant compounds 
(see col. 1 , lines 8-12). It is preferred that the ingredients described herein be admixed 
and administered together in a solution to be taken orally once or twice per day (see 



OH 




QH 
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col. 6, lines 42-44). The method of preventing and treating liver damage caused by 
cholestasis as previously described wherein the Vitamin E is provided in an amount of 
between about 25 and about 100 lU/kg/day; the beta-carotene in an amount of 
between about 0.5 to 5.0 mg/kg/day; and the selenium about 1 to 5 
micrograms/kg/day (col. 4, lines 5-9). Other possible components of the antioxidant 
formulation of the instant invention can be coenzyme Q (ubiquinone) and its derivatives 
or analogs at doses between about 0.5 mg/kg/day and 10 mg/kg/day (col. 7, lines 66- 
67 and col. 8, lines 1-2). As evidenced by Tao et al. that disclose a method comprising 
a biologically effective amount of the bioactive agent; wherein the bioactive agent 
comprises a Coenzyme Q in either its reduced form (ubiquinone) or oxidized form 
(ubiquinol) (see claim 14). The composition of claim 1 , further comprising an anti- 
oxidant (see claim 17). Wherein the anti-oxidant comprises one or more of Vitamin E 
(tocopherol), Vitamin K, Copper, Zinc, Selenium, and Coenzyme Q (see claim 18). 
Therefore, the oxidized form of coenzyme q can be replaced by reduced form in Sokol 
and also as taught by the WO 03032968 both oxidized and reduced from of coenzyme 
Q is used. 

It would have been obvious to have combined the teachings of the above 
references to provide a method for protecting liver functions of a mammal comprising 
coenzyme Q and selenium. 

One would have been motivated to create such a method because WO 
03032968 teach the formula of oaxidized and reduced coenzyme Q to be used in 
treatment of liver diseases. Sokol provides the same method in addition with selenium 
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to treat liver disease in mammals. Therefore, one of ordinary skill in the art would have 
been motivated to use the combination of these antioxidants taught by the above 
references to develop a method for protecting liver function. 

Applicant has argued that the above references do not teach the reduction of an 
increase in GPT or GOT activity in blood. The references teach treatment of liver 
diseases. As evidenced by Koike et al. to test for liver functions triglyceride contents in 
the blood, liver, and perirenal adipose tissues were determined by a Triglyceride Test. 
A total cholesterol quantity in the liver was determined by a Cholesterol E. GPT 
(glutamic oxaloacetic transaminase) activity and GPT (glutamic pyruvic transaminase) 
activity in the blood were determined by separating sera (see paragraph 0035). It is 
understood from the results the triglyceride content in perirenal adipose tissues, the 
triglyceride content in the liver, the total cholesterol content in the liver, the serum 
transaminase levels (GOT, GPT) and the triglyceride content in the blood can also be 
reduced (see paragraph 0037). Therefore, once a compound is used in treatment of 
liver diseases will naturally effect the level of GOT and GPT. 

Finally, one would have a reasonable expectation of success given that the 
above references provide a detailed blueprint for making the formulation, and the steps 
of which are routine to one of ordinary skill in the art. 

Thus in the absence of evidence to the contrary, the invention of claims 10, 11, 
and 22 would have been prima facie obvious as a whole to one of ordinary skill in the 
art at the time the invention was made. 
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Thus the claimed invention was within the ordinary skill in the art to make and 
use at the time the claimed invention was made and as a whole, prima facie obvious. 

Applicant's remarks and arguments submitted on 8/31/2009 have been fully and 
carefully considered in their entirety, but fail to be persuasive. 

Conclusion 

No claims of the present application are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zohreh Vakili whose telephone number is 571-272- 
3099. The examiner can normally be reached on 8:30-5:00 Mon.-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Zohreh Vakili 

Patent Examiner 1614 October 20, 2009 



/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



